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TRR*R 3f>TRfTRH * 7 (-41 Of MMIMR 
(wwrfaRRr) 

3lfrR£SRT 

R^ ftccfl, 5 3 ci, 1999 

TTT. RR. fa. 244( 31 X— afrt RTTTRR -MIHiO P44H, 1945 RE 3?tTTfafa*Rlfa %fafRRjftlRE faERt* R5T ETW 

ftfa %RtIe RTRET 3fclfa 04)'d4)l TR-ll5R>KRfa7]' HTiRifl Rifa % ‘ISMI^aftEfa #1 ETHER ElHifl SlfaPlRR, 1940 (1940 ER 23) 
ettt 12 sftr ert33 sriertt KiPME'TEH'EEfaEiTTt'gR'EET^Eii yTfliREEift£, r^trer ERIE)] 

% fcR hlib uet) RElfaE sfa El] TTRiR'il % UEilftltf Rilif) % 3fa ^77% g,Kl 7JEEI ^cf] % fa> iJECl MI^M PierI RT 4E HTTfaf 3 Pny'tii 
"3T7THREEE>tRfEETfarfa RE •SflrfarjEEI y<t>lf5»l<i Eft 'Ri<0i?, EEHT E7t <jhci«>ERET ijt WEi3dKrtfa Eft 37EfaEft ERiPfl %EREI^ 
fERK Ph^i WRIT I 

ftRff STTJftRt RT TJUIRt RT Eft RETT pRPft Eft EIRE Ruifl o^fVl 3 ER EEiR PNPifi5°ii 3iqfE Eft TEnfar ^ RTET iftft %RftR 

TREK faER Eftftt RFt EfaE, RRR^R 3ftl RftRR EiRETH EETcTR, Pwfa REE, M ftT?#-1l0011 Eft ft^F ETT TRfift $ I 

MI-^M faEE 

1. TT PiRHT Ril TlftiFET RTR 3=fk REFER TFWlfl (TT?ftEE) fEEE, 1999 % I 

2. R?WFe 3t]T EETEE EFERt fEEE, 1945 ftf, -ST^jrfi R 3’,— 

(RT) “l. RRStR”RfWRT%R^%3 %RR% (2) % 33T^ (R) 

(i) 1 '0.004 T[E + 3W0.004 RE”, Rfaft 3?fT R8Rf % W RT "0.0025 TJE + 3W0.0025 " 37E7 sfk 37W T73f 

EIRE ; 

(ii) "0.015 TJR + 3x-\?0.015 t^e", 3TR?f afft ETSrft % TEFE RT " 0.01 E/T + 3>Wo.01 HE” 31R1 3^k 31W T^ RTTRRf ; 
(Rf) RRI^R I, RRTRR II 3fk RRRR III %RRR RT 'PlHfcrffelH RRRR T^ WR^T, 37^ : — 

"rrirrI 

(% 4,^ ^ftSTR) 

PlPinfnt % «H RT RRsWl % Rtilfcliil PlRi( Cl l % ftli/ 1*^11 3TTRRT Rt^PTT 
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srrarc : 35001 3 1.5 pf 

ipw 1 * 1 , 11 Til 

Tip anaFR ; 200 : ^ PJ. PT.-0.25 

n, Tft.-i 


TTTC.-2 



arTTP : 1.5 TTPST^ 5 WTSPfi 

UTO Tip #t T?t Tp-TT 


Tipi aUTilI : 315 : 

H. PJ. PT.-0.25 

TJ. Tft.-2 

3TR.-3 


iHanrP: 5TTPS^Tlftw 

T5t^ °hl ^frsTIT ,, 


Tip TTTafiK : 500 : 

H. ^ Pf.-0.25 

H. #.-3 

3TTC.-4 

Htuiut .- -q;. PJ. pr. ^ TTfapf TTffa^t TP aiMr t: 



11. ihUfilHT^ arfWlT pjtr TWIT 31 Mt t; 3fa 

STIC 3 3TP%7ftl TROT, afit % %T[ <+> u StHT Tit i*pPT 3EOT arfartfl % I 

TTm II 

(% 5/8ff ^ffcrO 

ipr % vtx p aFrsFff % ttiRh Pi-M5t u i % Tip #t T?t tPtt 

3TFFR : 35001 1.5 di*S HTT 

4,11(1 i*p (*H T?t t^-jiil 

Tip 3TTTiR : 200 : TJ. PJ. T3^T.-0.25 

H. #.-1 

_ 3TE.-2 __ 

ifo anw : i.is wgt^ 5 wreriw 

411(1 i*jii <T*t af5t 

Tip TTITiR ; 315 : XT. *FJ. pr.-0.25 

n. Rt.-2 

3IR.-3 

atr aiPBR : 5 dl(3 arfPF 

PF?T Tip T?f TfaTT 

Tip 31Tm : 500 : PJ. pT.-0.25 

y. #.-3 


31K.-4 
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ftTOUT ; 1?. ?pj, T^T. ft Riffaift "tqilWI RR Rfftfor t : 

1?. ft). ft *41 4 THSTT, “t -i.ff *fe ft) % fen? "jfejft Av “&1HI 3ift|ftia*i 3RJstR tiwi Rfftfe %; ftft 

3tr. ft Rtfthfft ftm es^ftR ft) Rtftfdfr ft fen?; 'jfi'fT ipfttftf ft) ■^(r oth Rfftftt % I 


Til 

(ftCM.73 ftft 5.72rftftnx) 


Rfffeff TORT ftft ftRWTOT TOST 

% fc4X? ftp fet ft) few 

ft*? RlftK : 35001 ft 1,5 RRSt 7IW 

l?Aici 4*(4I ftft ft) *Jl«ni 



3IM : 200 : 

- 

1?. ftj. PR.-1.0 

ft. ft).-5 

RR.-6 

^^ : 1.5 ^TP3T ^ 5 <A\® TT®f> 

ftp ft) few 

ftp RTftR : 315 : 


I?. ftR.-I.O 


t?. ft).-7 
RR.-8 


ftR3WK : SRrrorftsrftw 


ftftR ft% ft) few 

4*(41 RI*bK : 500 : 



1?. ^ RT^T.-I.O 




, ft. ft).-10 




RR.-11 


fiu3<n : ft R*). ifR. ft tftl«w4 «wiR4^ rr Rfftife % ; 

ft ft). $ *4)«t>i4 ftwjl, Rftft 4^ ft) iftfeRl % firm, R>Vfetftf ft) RfeRRRT 3R(ftl R734T Rfftftt %; 3?1 t 
RR. ft R*41<J)R| RWTI, RRfft ife ''lit R*4feRl % felC( Tjfejft c n lJ s)4'f ft) ^jRRI *i<SM[ Rfftsfe I 


[ft. ftTO-11Q14/6/98 -ftt.TJRhR- -ft. W.ft ] 
ftw ftRTT, ftyctn «lftq 

mi< feunu: —"gw fm rt. m ftwin^. 28-10/45-ftR, (1) few 21-12-1945 sRrwiftra fft^Rq ft sfrcsRft RfftRRR 
few 28-10-98 ftiRT. RRT. fe. WIT 647(R) %5RTRRfe^I feiRI RRI RII 1-5-1997 W TOlftiftfftff ftWl T?ft TTRRPTRT ffif) feqft 
1945, RSfTRR ft4 ftfeR RTpRIR RHIRR (RitTRHT fft*tFT) % ftftR ft* URTO4 RTRlft RfafaTO, 1940 (ft.ft).ft).1?ft.1?R.-61) Rift 
WRPf ft R-flfe<Vi $ I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 5th April, 1999 

r }' 

G.S.R 244(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which 
the Central Government propose to make, after consultation with the Drugs Technical Advisory Board, in exercise of the 
powers conferred by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by 
the said sections for the information of persons likely to be affected thereby and notice is hereby given that the said draft rules 
will be taken into consideration after the expiry of a period of forty five days from the date on which the copies of the Official 
Gazette in which this notification is published, are made available to the public. 
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Any objections or suggestions which may be received from any person with respect to said rules before the expiry of 
the period so specified will be taken into consideration by the Central Government, which may be addressed to the Secretary, 
Ministry of Health and Family Welfare, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1999. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule R,— 

(a) under the heading “I. Condoms", in paragraph 3, in sub-paragraph (2), in clause (c), 

(b) (i) f or the figures and letters ‘‘0.004N+ 3 W0.004 N”, the figures and letters “0.0025N + 3 W()0025 N ’’ 
shall be substituted; 

(ii) for the figures and letters “0.015 N + 3 Wo. 15 N”, the figures and letters “0.01 N + 3 Wo.01 N” shall be 
substituted; 

(b) for Annexure I, Annexure II and Aimcxure, HI, the following Annexures shall be substituted, namely. 

“ANNEXUREI 
(See paragraph 4. A) 


Sampling Plan for Quality Control of Condoms at Manufacturers Level 



BATCH SIZE : 35001 TO 1.5 LAKHS 


Single sampling Plan 

Sample size 200 : 

AQL-0.25 

AC-1 

R-2 

BATCH SIZE : 1.5 LAKHS TO 5 LAKHS 


Single sampling Plan 

Sample size 315 : 

AQL-0.25 

AC-2 

R-3 



BATCH SIZE . OVER 5 LAKHS 


Single sampling Plan 



Sample size 500 : 

AQ1-0.25 

AC-3 

R-4 



Note : 

AQL denotes Acceptance Quality Level; 

AC denotes Acceptance Number i,e., the maximum allowable number of defectives for acceptance of the Batch; and 

R denotes Rejection Number i.e., the minimum number of defectives for rejection of the Batch. 

ANNEXURE-II 
(See paragraph 5.A) 

Sampling Plan for Quality Control of Condoms at Purchaser’s Level 

BATCH SIZE : 35001 TO 1.5 LAKHS 

Single sampling Plan 

AQL-0.25 
AC-1 
R-2 


Sample size 200 : 
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BATCH SIZE : 1.5 LAKHS TO 5 LAKHS 

Single sampling Plan 


Sample size 315 : 

AQL-0.25 

AC-2 

R-3 


BATCH SIZE : OVER 5 LAKHS 

Single sampling Plan 

- 

Sample size 500 : 

AQ1-0.25 

AC-3 

R-4 


Note ; 

AQL denotes Acceptance Quality Level; 

AC denotes Acceptance Number i.e., the maximum allowable number of defectives for acceptance of the Batch; and 
R denotes Rejection Number i.e., the minimum number of defectives for rejection of the Batch. 

ANNEXURE-m 
(Sec paragraphs 4.B and 5.B) 

Sampling Plan for Bursting Volume and Pressure Test 

BATCH SIZE : 35001 TO 1.5 LAKHS 


Single sampling Plan _ 

Sample size 200 . AQL-1.0 

AC-5 

R-6 


BATCH SIZE : 1.5 LAKHS TO 5 LAKHS 


Single sampling Plan 

Sample size 315 : AQL-1.0 

AC-7 

R-8 


BATCH SIZE : OVER 5 LAKHS 


Single Sampling Plan 

Sample size 500 . 

AQ1-1.0 


AC-10 


R-ll 


Note : 

AQL denotes Acceptance Quality Level; 

AC denotes Acceptance Number i.e., the maximum allowable number of defectives for acceptance of the Batch; and 

R denotes Rejection Number i.e., the minimum number of defectives for rejection of the Batch. ”. 
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